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DETAILED ACTION 
Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

Claims 1-20 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Specifically in claims 1 and 1 1 on lines 9 and 5, the applicant recites that the 
"distal end of the inner shaft is proximally remote from the distal end of the outer shaft." 
According to Merriam Webster's Dictionary the word "proximally" is an adverb defined 
as being "close to." The commonly accepted meaning of "remote" according to Merriam 
Webster is "separated or far removed in space." Therefore current claim language 
contradicts itself because the two components cannot be both close together and far 
apart from each other at the same time making the claims indefinite. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) The invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 
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Claims 1-20 rejected under 35 U.S.C. 102(b) as being anticipated by United 
States Patent 5,634,928 Fischell et al. 

In regards to claims 1-19 Fischell discloses the same invention being a catheter 

(10) , a handle comprising an inner tube (13), and outer tube (24), and a rigid member 

(1 1) which protrudes beyond the distal end of the inner shaft, a sheath (20) comprising 
a stepped end (72) and a valve (58), and a stent (40) shown in figures 1-41 of Fischell. 

In regards to claim 20 Fischell discloses all of the claimed structural requirements 
and a method of using his catheter described in column 6 on line 14 through column 8 
line 6. 

Response to Arguments 

Applicant's arguments filed 10/20/05 have been fully considered but they are not 
persuasive. 

The applicant has a series of arguments, the first of which is that Fischell fails to 
disclose a fixedly connected inner shaft and rigid inner member. However Fischell 
clearly discloses an inner shaft (13) that is fixed to the rigid inner member (1 1 ). The 
applicant argues that since the balloon is elastic that the connection is not fixed. This is 
not true, because when interpreting the word fixedly by its broadest reasonable 
definition it simply means securely placed, the rigid member is securely placed within 
the inner shaft and remains connected to it by means of the balloon. 

The applicant further argues that the inner shaft of Fischell is not rigid and cites a 
section of Fischeirs specification describing the inner shaft's tip as having flexible 
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characteristics. However this is just the tip that is flexible. The rest of the inner shaft is 
considered to be rigid. 

The applicant further argues that Fischell fails to disclose a position wherein the 
inner shaft is proximally remote of the outer shaft. However as described above this 
matter is considered to be indefinite because the terms proximally and remote 
contradict each other. 

The applicant's final argument is that Fischell fails to teach the use of an inner 
shaft disposed within an outer shaft and the use of that outer shaft to retract a sheath. 
However as can be seen in figure 3 of Fischell the sheath (20) is slidable upon the outer 
tube (24), which contains an inner shaft (13). 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher D. Prone whose telephone number is (571) 
272-6085. The examiner can normally be reached on Monday Through Fri 8:30 to 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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